CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product Cetrine filim coated tablets, 10 mg i
Ipoayxt Lerpua® TabuieTku, MOKPBITLIE TNIeHOYHOT 06011049K0i, 10 MT
Batch No / B2200884 Batch Quantity / 676.670 KG /
Cepusn Ne - B Oobem napTuu 676,670KI"
Analytical Report No / : 2002FP22000512 Date of Analysis / 12-03-2022 &l
AHaIMTHYeCKHIi 0TYeT Ne Jata anaansa | — B
Date of Manufacture / 02/2022 Date of Expiry / : 01/2025 R
JlaTa npou3BoACTEA I"'omen mo

Analysis performed according ND / Ananus nposenen no H/L: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 o1 07.10.2021)

No Test / IlokazaTenan

Result / Pe3_y.]">Ta'[bl

Specification / Hopma

| Description / Onucanue

2 Identification by HPLC/
[TopIMHHOCTH

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnble
IBOSIKOBLINYKIEIC TablIeTKH, TIOKPbITHIE
INICHOYHOM 0060JI0uKoil Oeloro MBeTa, C

puckoii  Ha  omHo#  cTopoHe. Ha
NOMepevuHoM pa3pe3e — sapo OGeroro
LBETA.

White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
Kpyrnele OBOSKOBBITYKIIbIC TabNCTKM,
[OKPBITBIE  MJICHOYHOH  06onoukoii
Ocitoro WM mouyTw Oenmoro uBera, C
puckoit Ha omHOi cTopome. Ha
nomnepedyHoM pazpese — AApo ot Genoro
10 TOYTH OeNoro 1BeTa.

'Cﬁplig as prescribed /

CoOTBETCTBYET

3 Average weight / Cpennss
macca

189.5mg / 189,5 Mr

The retention time of the main peak
in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /

BpeMs yAep)XuUBaHUS OCHOBHOTO
mKa Ha XpoMaTorpaMme
UCIILITYEMOTO  pacTBOpa  JIOJDKHO
COOTBETCTBOBATh BpEMEHHU
yIep)KMBAHUS OCHOBHOTO MHKa Ha
XpomarorpamMmmMe pactBopa
CTaHOapTHOTO obpasna UeTHPH3NHA
rHApoOXAOprAa (pazmen
«KonuiecTBeHHOE oMpeneneHuey).
191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mMr + 3,0% (ot 1853 mr no
196,7 Mr)

4 Water / Bona

3.6% wiw / 3,6%

5 Uniformity of dosage units
/ OnHOPOAHOCTH
MO3MpPOBAHMUS

4.57/4,5

Not more than 8.0% w/w /

He 6onee 8.0 %

The acceptance value (AV) should be
less than or equal to 15.0 /
[Toxazarens npremneMoctu (AV)
\moIKeH OBITE He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeyanue: [IpoaykT cooTBeTcTBYET Tpebosannam HJT

Conclusion : APPROVED /
3axumwoueHne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg T
Mpoaykr  : Tlerpuu® TabneTky, MOKPEITHIE MIEHOYHOH 060104KOH, 10 MT ~
Batch No / : B2200884 Batch Quantity / : 676.670KG/
Cepus Ne o O6bem mapTun 676,670 KI"
Analytical Report No / : 2002FP22000512 Date of Analysis / : 12-03-2022 |
AnanuTHYeckuii oTyer No Mata ananusa
Date of Manufacture / 1 02/2022 Date of Expiry / ¢ 01/2025
Jara npousBoacTea I'ogen oo

Analysis performed according ND / Ananaus nuposeaen mo H/: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)

Ne | Test / IlokazaTenan | Result / PesyabTaTbl | Specification / Hopma _
6 Dissolution / PactBopenue 95%, 97%, 94%., 94%., 96%, 96% Not less than 80% (Q) of the
labeled amount of

C21H25C]N203'2HC1 (cetirizine
dihydrochloride) is dissolved in 30

minutes /
He wmecree 80 % (Q) or
HOMHUHAIIEHOTO coAepaHus

C,1HpsCIN,05-2HCI (ueTnpmnsnna
\puruapoxiaopun) depes 30 MuH.

7 Impurities by HPLC/

PocTBeHHBIE IPUMeECH a) Not more than 0.2 % / ne 6onee 0,2
LETHPH3HNHA %
. [

a) Impurity A / Not detected / He oGHapyxena b) Not more than 0.2 % / ue Gonee 0,2

npumech A %
|

b) Impurity B / Not detected / He o6napysiena c¢) Not more than 0.2 % / ne 6onee 0,2

npumMecs B %,

c) Impurity C/ Not detected / He o6napysxena

npumech C d) Not more than 0.2 % / ne 6onee 0,2
%

P impurity DV Not detected / He o6HapyxeHa

npumeck D e) Not more than 0.2 % / He 6onee 0,2
D,

e) Impurity E / N —— %

Uo7 /1 0, 0

MDEMECE.E f) Not more than 0.2 % / ve Gonee 0,2

f) Impurity F / Not detected / He oOHapyxeHa %

npumecs F
g) Not more than 0.2% /

g) Any unspecified impurity He 6onee 0,2%

JIro6
robas emuHUYIHAS 0.11%/0.11%

HEHICHTU(ULIUPOBAHH h) Not more than 2.0% /

ast IPUMeCh He 6omee 2,0%

h) Total impurities / Cymma ~ [0.1%/0,1%

npumeceit
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: [TponykT cooTBeTcTBYET TpeboBanusM HJL 3axmouenne: OIOBPEHO

WI-GLOB-QA-0669-1.0

Page 2 of 4
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CERTIFICATE OF ANALYSIS

CEPTHUO®UKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
TponyxT LeTpua® TableTkn, TOKpPBITHIE MTEHOYHOH 060104K0#, 10 Mr - )
Batch No / B2200884 Batch Quantity / 1 676.670 KG/
Cepus Ne - - O0nem napTum 676,670 KI"
Analytical Report No / : 2002FP22000512 Date of Analysis / : 12-03-2022
AHaJUTHYCCKHIl 0TYeT Ne - JlaTta ananu3a
Date of Manufacture / 02/2022 Date of Expiry / ¢ 01/2025
JaTa npon3BoacTBa Topen a0
Analysis performed according ND / Anasns npoeeaen no HJ[: TINO013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)
| Ne Test / IlokazaTennb [ Result / PesyabTaThl Specification / Hopma '
g Microbial limits /
Mukpobronornieckas
qHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61ee 4yucio Menee 10 KOE/r He 6omnee 1000 KOE/r
a3poOHBIX MUKPOOPTaHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6mee unciio |[Menee 10 KOE/r
IPOOKEBEIX M TICCHEBBIX
rpnboB Shall be absent in 1g / OrcyrcTeue B 1
c) E. coli Absent in 1g / OtcytcTByet B IT r
9 Assay / KonnuecrBeHHoOe 9.82 mg/ 9,82 mr Each film coated tablet contains not
oTIpeaeIieHUE less than 9.0 mg and not more than 11.0
mg C21H25C1N203'2HC1 (CetiriZine
dihydrochloride) per tablet / Ot 9,0 mr
10 1 1,0 Mr C21H25C]N203 -2HCI
(leTMpU3WHa ~ AWTHOPOXNOPUI) B
|rabneTxe.
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet jor 3 blisters and patient information
in a carton. / [1o 10 Tabnetox B leaflet in a carton. "In bulk" package:
[IBX/amomuunesom 6nucrepe. ITo 10 blisters in a carton. 252 cartons in
3 6mucrepa BMECTe ¢ MHCTpYKUMER Mo  master carton.
MPUMEHEHNIO YTIaKOBAHBI B TIAUKY ITo 10 Tabnerok B
KapTOHHYIO. [1BX/amomunaneBom Gnucrepe. 1o 2
a3 OucTepa BMecTe ¢
MHCTPYKLHMEH 110 MPUMEHEHUIO
yIaKOBaHHI B TAYKy KapTOHHYIO.
VnakoBka  "in-bulk"™: Ilo 10
OIUCTEPOB TIOMELAIOT B KAPTOHHYTO
kopobky. Ilo 252 xaproHHbIE
KOpPOOKM TIOMEINaloT B KapTOHHBIN
| KOpod.
11 Labeling / MapxupoBka According to ND / B cootBetcTBuM ¢ HJI
12 |Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbiwe 25 °C.
XpaHnenune
13 Shelf life / Cpok rogoctd  [3 years /3 roza - ]
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: IponykT cooTBeTcTBYET TpeboBanuaM HJI 3akmaouenue: OJOBPEHO
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